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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, 6-15, 29 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 2 is not clear where the flow regulator(6) is positioned in the device. 
The claim is worded such that it could be regulating the air as the patient exhales 
it. However, it would make more sense that the regulator is regulating the stored 
portion of the exhaled air. 

Claim 6 is not clear what type of means is intended to verify the 
parameters and control exhalation. 

Claim 10 is not clear what type of structure is intended by "maze". 

Claim 14 and 18 describe smartcards, but fail to specify the smart cards 
comprise a computer readable medium. 

Claim 15 is not clear how the device is adapted to users and different user 
groups based upon the smartcard. Clarification could be achieved by specifying 
the smartcard comprises a computer readable medium. 

Claim 17 does not specify any structure to accomplish this function and 
appears to be a method of use which is of no patentable moment with respect to 
the pending apparatus claims. 
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Claims 26 states the patient is entering information , but fails to describe 
where the information is being entered such that the appropriate information can 
be gleaned. 

Claim 29 is rejected under 35 U.S.C. 101 because the claimed invention 
is not supported by either a specific and substantial asserted utility or a well- 
established utility. 

The claims are directed to method but fail to put forth any method steps, 
fail to state what the parameters are and how the parameter are calculated . 

Claim 29 is also rejected under 35 U.S.C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a credible 
asserted utility or a well established utility for the reasons set forth above, one 
skilled in the art clearly would not know how to use the claimed invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-9, 11-12 and 17-19 are rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by EP 0904729 (referenced hereafter as EP). 

Figure 1 shows the ventilatory) connected to a patient(4). The expired 
gas is transferred via line(8) to the analysis unit(10). The gas is supplied to a 
mixing chamber(20) before sample measurement. Subsequently, the gas is 
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carried through a first check valve(24) to a first reciprocating pump(30) where the 
gas is pressurized and when the desired pressure is obtained the gas goes past 
the second check valve(34) to a second reciprocating pump(36) that compresses 
the gas to a much smaller volume (e.g. a third or tenth as large) and has been 
read on the claimed buffer chamber. Regulator switch(40) controls the first and 
second gas lines. The combination of the check valves and switch has been 
read on the pressure regulators and pressure sensor respectively. Paragraph 
[0029] teaches use of a dehumidifier(44) which has been read on the claimed 
means to equalize the humidity. Paragraph[0031] teaches the analysis unit(52) 
is a traditional spectrophotometer and has been read on the claimed NO sensor. 
The gas lines taught after the pumps have been read on the claimed buffer 
chamber consist of a length of tube. Additionally, the claimed limitations 
specifying the flow of the gas and/or feedback to the patient, the Office maintains 
EP has the appropriate means to accomplish all of these functions. 

Claim Rejections - 35 USC § 103 
The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 10,22-23,25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over EP 0904729 (referenced hereafter as EP). 
See EP supra. 

EP is silent to the claimed maze shape of the chamber, the specific type of 
audible feedback given to the patient and the claimed flow rates. 

The court decided In re Boesch (205 USPQ 215) that optimization of a 
result effective variable is ordinarily within the skill of the art. Selection of audible 
feedback and the chosen rates of flow have well known and expected results and 
would be result effective variables. 

It would have been within the skill of the art to modify EP and use audible 
feedback, a flow rate of 0.5-10 ml/s to the sensor and the flow rate up to the 
sensor lower than the exhalation flow rate as optimization of result effective 
variables. 
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Claims 14-15, 18 and 26-29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over EP 0904729 (referenced hereafter as EP) in view of Holowko 
et al. 

See EP supra. 

EP is silent to the use of the claimed "smartcard". 

Holowko et al. a smartcard is desirable because it will store all of the 
patient's pertinent medical information and history. This is advantageous 
because many patients may not accurately remember their medical history or 
may be impaired and unable to communicate. Holowko et al. further teach 
current information can be continually added to the smartcard. 

It would have been within the skill of the art to modify EP in view of 
Holowko et al. and use a smartcard to contain specific patient information to gain 
the above advantages. 

Claims 16 and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over EP 0904729 (referenced hereafter as EP) in view of Oswin et 
al. 

See EP supra. 

EP teaches use of a convention spectrophotometry to determine the NO 
and is silent to the claimed electrochemical cell. 

Oswin et al. teach measurements of breath oxides using an 
electrochemical cell. The abstract teaches electrochemical cells are 
advantageous because the do not require additional heat input. 
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It would have been within the skill of the art to modify EP in view of Oswin 
et al. and use and electrochemical cell to gain the above advantages. 

Claims 13 and 20-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over EP 0904729 (referenced hereafter as EP) in view of Birks et 
al. (USP 7,045,359). 

See EP supra. 

EP is silent to the use of NO scrubber. 

Birks et al. use a NO scrubber on a sample prior to the analyzer to aide in 
the NO calculations and calibrations. 

It would have been within the skill of the art to modify EP in view of 
Birks et al. and use a NO scrubber on the breath sample prior to analysis to gain 
the above advantages. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Lyle A. Alexander whose telephone number is 
571-272-1254. The examiner can normally be reached on Monday, Wednesday 
and Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jill Warden can be reached on 571-272-1267. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

Lyle A Alexander 
Primary Examiner 
Art Unit 1743 
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